FORMAL AEFI DATA

Malaysia, VigiAccess (WHO/CDC), VAERS (USA & etc), YellowCard (UK),
Eudravigilane (Europe)



NPRA (Ministry Of Health, Malaysia) AEFI REPORTS

Total Dose Given

Total Number of AEFI
Reports To NPRA

Rate of Reporting (Over
Total Dose)

Number And Rate Of
Serious AEFI (Over Total
Dose)

AEFI DEATH

Number and Rate of
Non-Serious AEFI

69,116,358
26,071

0.0377% = 377 reports per 1 million doses
(Est rate over double vac person = 1010 per 1 million person
ie 0.1%. Comparing to VAERS USA — 0.36% )

1,831 =0.00265% = 27 per 1 million dose
(= 7% of AEFI reports to NPRA are serious AEFIs.
As 25.8 million Malaysian double vaccinated, rate of serious
AEF| = 71 per 1 million double vac persons)

610 death (460 — completed investigation — none directly
related to the vaccine, 150 still under investigation.
(610 death = 2.3% of reported AEFI.
= 8.8 death permillion dose.
= est 24 death per million fully vac persons = 0.0024%
compared to vaers usa 0.0053% )

24,240 = 93%



NPRA (Ministry Of Health, Malaysia) AEFI REPORTS

Vaccination of 5 — 11 year olds Up to 8t April 2022

Total dose given 1,436,625
Number and rate of AEFI reports 288
= 201 per 1 million doses
Number and Rate of Serious AEFI Over 18 = 12.5 per 1 million doses.
Total Dose 17 warded- 5 fully recovered , 12
recovering.
1 brought in dead, still under investigation
Non Serious AEFI 94% of reported AEFI (6% of all reported
AEFI = serious AEFI)
Reporting Rate 0.2 per 1000 doses (Malaysia)
Equivalent to the rate seen in some other
countries:

Canada 0.2 / 1000 doses
Australia 0.6 / 1000 doses
No safety issues detected

https://m.facebook.com/story.php?story fbid=355832186578791&id=100064560379224



NPRA (Ministry Of Health, Malaysia) AEFI REPORTS

BOOSTER Malaysia up t0 8" April 2022
(starts — 13 October)
Total Doses 15,889,555

Total AEFI Reported 1,552
=98 per 1 million doses

Number and rate of serious AEFI 137
= 9% reported AEFI
=9 per 1 million booster doses given

AEFI Death 57
= 3.6% of AEFI Reported
= 42% of serious AEFI
25 completed investigations — no relationship
with the vaccine received. 32 still under
investigation

https://m.facebook.com/story.php?story fbid=355832186578791&id=100064560379224
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# | About the WHO Programme for intemartional Dng Monitoring

The WHO
Programme for

International
Drug Monitoring

A global collaboration to advance the practice
of pharmacovigilance in countries across the

wiorld.
-

http://vigiaccess.org/

Safety In numbers

The WHO PIDM was created in 1968 to ensure that
evidence about harm to patients was collected from
35 many sources as possible. This enables individual
countries to be alerted to patterns of harm emerging
across the world, but which might not be evident

from their local data alone.



http://vigiaccess.org/

N World Health

VigiAccess &%) organization

COVID-19 vaccine is an active ingredient

There are 3777 652 reports with this active ingredient

https://vigiaccess.org/ (Date of website visit : 17t May 2022)

Reported potential side effects

LA A T A . L

Blood and lymphatic system disorders (2%, 174921 ADRs)

Cardiac disorders {3%, 239618 ADRs)

Congenital, familial and genetic disorders (0%, 2663 ADRs)

Ear and labyrinth disorders (1%, 119679 ADRs)

Endocrine disorders (0%, 8015 ADRs)

Eye disorders (1%, 133409 ADRs)

Gastrointestinal disorders (8%, 686865 ADRs)

General disorders and administration site conditions {25%, 2245834 ADRs)
Hepatobiliary disorders (0%, 8800 ADRs)


https://vigiaccess.org/

World Health

* Organization

¥ Castrointestinal disorders [ 8%, 686865 ADRs)

‘-'I eneral disorders a;ld sdministration site congitions (25%, 2245834 ADRs)
Pyrexia (¥10739)
Fatigue (826 570)
Chills [£35437)

Malaise { 298859 D W H ®
Injection site pain {268 909 [ ]

Pain {217 768}

Vaccination site pain [ 136032 () ()
Astheniz {134232 VIgIAccess —
Vaccination failure {1281538)

Chest pain {110025) o o
Influenza like illness (94 210) CO\"d-lg Va CC|ne
Irjection site swelling {736E53)
Injection site erythema (73 229)
Chest discomfiort [ 53140
Peripheral swelling {31 322)
Injection site warmmnth {47 566
Feeling abnomal {46035

Feeling hof {42 259)

Injection site inflammation {40993 )
Crug ineffective (35038

Swelling [35492)

Injection site pruritus (33100
Imjection site reaction {33619)
Feeling cold [ 29528) AEF|
Vaccination site reaction (29305)

Condition aggravated (27 387) Death is
Axillary pain [ 25089) u nder
Vaccination site eryihema [23533)

Vaccination site swelling (22 003) General

Gait disturbance {19023

Ceath (19025 (=

https://viglaccess.org/ (As of 17th May 2022)




Reported potential side effects 27 Groups
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of side
Cardiac disorders (3%) 239618 ADRs) effects

Bloed and lymphatic system disorders (2%, 174921 ADRs)

Congenital, familial and genetic disorders (0%, 2663 ADRS)
Ear and labyrinth disorders (1%, 119679 ADRs)

Endocrine discrders (0%, 8015 ADRs)

Eye disorders {19, 133409 ADRs)

Gastrointestinal discrders (89) 686 865 ADRs)

General disorders and administration site conditions (25%, 2245834 ADRs)
Hepatobiliary disorders (0%, 8800 ADRs)

Immune system disorders (195, 65356 ADRs)

Infections and infestations (5%, 409839 ADRs)

Injury, poisoning and precedural complications (3%, 229443 ADRs)

Investigations (6%, 581712 ADRs)

Metabolism and nutrition disorders (1%, 77732 ADRs)

Musculoskeletal and connective tissue disorders @ 1000496 ADRs)

Neoplasms benign, malignant and unspecified (incl cysts and polyps) (0%, 8426 ADRs)
Nernvous system disorders ( 1481461 ADRs)

Pregnancy, puerperium and perinatal conditions (0%, 11024 ADRs)
Product issues (0%, 5827 ADRs)

Psychiatric disorders (2%, 171039 ADRs)

Renal and urinary disorders {0%, 33520 ADRs)

Reproductive system and breast disorders (2%, 205343 ADRs)
Respiratory, thoracic and mediastinal disorders (4%, 397719 ADRs)
Skin and subcutaneous tissue disorders (5%, 474323 ADRs)

Seccial circumstances (0%, 28979 ADRs)

Surgical and medical procedures (1%, 78439 ADRs)
urg! @lp TS LA " https://vigiaccess.org/ (As of 1]

'th May 2022)

Vascular disorders (2%, 191711 ADRs)



CDC / WHO : VigiAccess — Covid-19 Vaccine

Geographical distribution

- Chart B Tzhle

Patient sex distribution

& Chart B Table

Continent Count Percentage
Africa 107738 3 Sex Count Percentage
Armnericas 1404022 37

Female 2526051 o7
Azia 2504535 T

hale 1206612 32
Europe 1855430 29
Oceania 159847 4 Unknown 44989 1

Africa
Female

Americas

Asia

Europe

QOceania

500000

[

1500000 2000000

\Male

e _Unknown

https://vigiaccess.org/ (As of 17th May 2022




CDC / WHO : VigiAccess — Covid-19 Vaccine

0 - 27 days- Age group distribution
1 - 23 months- I Chart [ Table
2 - 11 years-; Age group Count Percentage
0 - 27 days 577 0
12 - 17 years
28 days to 23 months 2236 1]
18 - 44 years-
2 - 11 years 20377 1
45 - 64 years 12 - 17 years 50357 2
13 - 44 years 1498910 40
65 - 74 years-
45 - 64 years 1112730 29
= 75 years 65 - 74 vears 329576 9
Unknown = 75 years 218565 <)
: i . Unknown 514320 14
a0a000 1200000 1600000

400000

https://vigiaccess.org/ (As of 17th May 2022)




CDC / WHO : VigiAccess — Covid-19 Vaccine

ADR reports per year

I Chart

Year

2022

2021

2020

2019

2015

2007

20146

2015

B Tahle

Count
89631
2875845
2341
109

40

3

1

2

Percentage
24
76

a

2020:
20194
2013+
2017+
2016

20154

0 750000 1500000 2250000 3000000

https://vigiaccess.org/ (As of 17th May 2022)




VAEm Vaccine Adverse Event Reporting System
www.vaers.hhs.gov

VAERS Home

About VAERS

About VAERS

Report an Adverse Event ==

VAERS Data + | .
- Background and Public Health Importance
Resources +
Submit Follow-Up Established in 1990, the Vaccine Adverse Event Reporting
Information _ System (VAERS) is a national early warning system to detect
Frequently Asked ' possible safety problems in U.S-licensed vaccines. VAERS is co-
B ESES managed by the Centers for Disease Control and Prevention \ !
(CDC) and the LS. Food and Drug Administration (FDA).
Contact Us ;
VAERS accepts and analyzes reports of adverse events ot i
Privacy ' '

(possible side effects) after a person has received a vaccination.

Anyone can report an adverse event to VAERS. Healthcare professionals are required to report
certain adverse events and vaccine manufacturers are required to report all adverse events that
come to their attention.




VAERS (Vaccine Adverse Events Reporting System)
— USA & Nondomestic Reports

OpenVAERS

VAERS COVID Vaccine
Adverse Event Reports

Reports from the Vaccing Adverse Events Reporting System. Our default data

reflects all VAERS data including the "nondormestic” reports. @

ID R=ports m USTermitarizs/Unknowan

1,261,147 Reports
Through May 6, 2022 ¢

155,633 128,896

HOSPITALIZATIONS URGENT CARE

191,871 9,661

DOCTOR OFFICE VISITS

15,462

ANAPHYLAXIS BELL'S PALSY

https://openvaers.com/covid-data ~



https://openvaers.com/covid-data
https://openvaers.com/covid-data
https://openvaers.com/covid-data
https://openvaers.com/covid-data

OpenVAERS TR

Remd The COC Cicdaimer

VAERS COVID Vaccine
Adverse Event Reports

Reports from the Yaccine Adverse Events Reporting System. Our default data
reflecis gll VAERS data including the "nondomestic” reporis. @

AllWVAERS COVID Be=ports m UsTarritari=sUnkrocwn

815,383 (US) Reports
Through May &, 2022 ¢

61,955 99,918

HOSPITALEZATIONS URGENT CARE

161,859 2,321 3,184

DOCTOR OFFICE VISITS ANAPHYLAXIS BELL'S PALSY




161,859

CHOHCTOHR OF FICE WISITS

1,706

Miscarrizgss

1,804

Thrombeoytopeniaf
Lowe Pletel=t

815,383 (US) Reporis
Through May &, 2022 g

61,255

HOSPITALIZATHOME

2,521

AMAPHYLAXIS

https://openvaers.com/covid-data

5,811

Heart Attacks

12,621

Lif= Threatening

5,348

Myocarditis/Pericarditis

30,821

Severs Allergic
R=sction

3,184

BELLS PALSY

13,997

Parmnanently
Di=zblad

7,639

Shinglz=
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Reports of Death

All US Deaths Reported to VAERS by Year
I Reports of Death
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VAERS COVID Vaccine Reports of Deaths by Days to Onset-All Ages - US Only

I Reports of Death
© Q9.0 >8P AR

Days to Onset

https://openvaers.com/covid-data
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OpenVAERS

VAERS COVID Vaccine
Mortality Reports

S0 vl M b e B BT o T

IV f

/ _ i ' ||_II”|I.IIIIIII_I_|J?| .......

VAERS (Vaccine Adverse
Events Reporting System)-
Mortality (USA &
Nondomestic)

https://openvaers.com/covid-data/mortality
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COVID Vaccine Reports in Children
(Ages 5-17)

Through May 6, 2022 ¢

Deaths Permanently Myocarditis
Disabled

108  7Zc 1,298

47975 599 3778 4726 8620

Total Reports Life Threatening Hospitalized ER Visit Mot Recovered

https://openvaers.com/covid-data/child-summaries
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https://openvaers.com/covid-data/child-summaries
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https://openvaers.com/covid-data/child-summaries
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79 207 1,490

Encephalitis/ Bell's Palsy Severe Allergy
Encephalopathy Bell's Palsy, Facial Paralysis, Epi Pen, Epinephrineg,
Encephalitis, Facial F'al?.z.r, Facial Nerve Rashes/Hives, Sk-':aelll'ngl
Encephalopathy, Disorder Anaphylaxis
AntiNMDA Antibodies,

AntiMyelin Anticodies

3,840 25 176

Migraine/Headache Aneurysm/Cerebral Thrombocytopenia/
Migraine, Headache Haemorrhage Low Platelets
Brain Hasmorrhage, Thromlocytopenia, Platelet
Aneurysm, Cerebral Count Cecreased

Infarction, CWST

65 104 108

Guillain Barre/ Diabetes Appendicitis
Paralysis Diabetes, High Blood Appendicitis,
Guillain Barre, Transverse Sugar, Diabetic Appendicectommy
Myelitis, Acute ketocacidosis

Disserminated

Encephalomysiitis https://openvaers.com/covid-data/child-summaries
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Reporis of Heert Siacks
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VAERS COVID Vaccine
Cardiac Reports

See the NEW Myocarditis Page =

Through May &, 2022

Heart Attacks

WAERS COVID Heart Attack Reports by Days to Onset-All Ages Heart Attack Reports Post Covid Vaccine by Age

Il F=ports of Heam Amack I F=raons of Hean dck
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5000
4000
anoo

2000
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12-29 3045 g
Age Groups

Link

https://openvaers.com/covid -data/cardiac
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VAERS COVID Vaccine
Myo/Pericarditis Reports
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https://openvaers.com/covid-data/myo-pericarditis



https://openvaers.com/covid-data/myo-pericarditis
https://openvaers.com/covid-data/myo-pericarditis
https://openvaers.com/covid-data/myo-pericarditis
https://openvaers.com/covid-data/myo-pericarditis
https://openvaers.com/covid-data/myo-pericarditis

UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS

Medicines & Healthcare products
| Regulatory Agency

Coronavirus Vaccines
Summary of Yellow Card reporting

Published 13 May 20@2

#YellowCard e @

Home About Yellow Card FAQs Resources Campaigns Drug Analysis Profiles Contact Us

Data included: 5122020 to 41572022
This information is alse available on the gov.uk websile

Use the Coronavirus Yellow Card reporting site to report suspected side effects to medicines and vaccines or

medical device and diagnostic adverse incidents used in coronavirus treatment

Welcome to the reporting site for the Yellow Card scheme Download the Yellow Card
App!

Report a suspected problem or incident:
You can now receive news updates
from the MHRA and report side effects

Use the Coronavirus Yellow Card reporting site to report to medicines via the Yellow Card app.

COVID-19

suspected side effects to medicines and vaccines or You can use your YellowCard website
medical device and diagnostic adverse incidents used in account details on the app to report.
coronavirus treatment Please download it from the Apple App

Store, or Google Play Store.

If you have any comments on the app
please contact us.

Side effect to a medicine, vaccine, herbal or homeopathic
remedy

Side effects

https://yellowcard.mhra.gov.uk/
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/10751
90/Coronavirus vaccine - summary of Yellow Card reporting 4.05.2022.pdf



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1075190/Coronavirus_vaccine_-_summary_of_Yellow_Card_reporting_4.05.2022.pdf
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1075190/Coronavirus_vaccine_-_summary_of_Yellow_Card_reporting_4.05.2022.pdf
https://yellowcard.mhra.gov.uk/
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UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS

Table 4: Number of suspected ADR reports received in the UK up to and including 4

May 2022.

Number of reports

COVID-19

Pfizer/ COVID-19 Vaccine Brand
Eountry BioNTech AstraZeneca ;cwln-m Vaccne unspecified

oderna

Vaccine
England 132,890 201,891 30,558 1,003
Wales 8,211 10,843 2,271 93
Northern 3,007 2,089 147 20
Ireland
Scotland 12,804 17,477 3,298 172

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/107519

0/Coronavirus vaccine -

summary of Yellow Card reporting 4.05.2022.pdf (page 12 of 41)



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1075190/Coronavirus_vaccine_-_summary_of_Yellow_Card_reporting_4.05.2022.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1075190/Coronavirus_vaccine_-_summary_of_Yellow_Card_reporting_4.05.2022.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1075190/Coronavirus_vaccine_-_summary_of_Yellow_Card_reporting_4.05.2022.pdf
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UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS

Table 9*: Number of UK ADR reports associated with suspected myocarditis,
pericarditis and other related terms received for the COVID-19 Vaccine AstraZeneca,
COVID-19 Pfizer/BioNTech Vaccine and COVID-19 Vaccine Moderna by patient age up
to and including 4 May 2022.
Number of reports
Age
range COVID-19 ) )
(years) Pfizer/BioNTech ﬁgi?nlg Vaccine E;E;g;ﬂg::cclna
Vaccine
Under 18 77 0 0
18-29 382 119 31
30-39 308 95 48
40-49 140 52 115
50-59 97 22 103
60+ 151 17 104
Unknown 150 34 46
Total 1305 339 447
* Due to the dynamic nature of the Yellow Card data these figures may change both as new
cases are received, and as duplicate cases are identified and managed.

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/107519

0/Coronavirus vaccine - summary of Yellow Card reporting 4.05.2022.pdf (page 31 of 41)
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UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS

*» Reporters are asked to submit Yellow Card reports even if they only have a suspicion
that the medicine or vaccine may have caused the adverse reaction. The existence of an
adverse reaction report in the print does not necessarily mean that the vaccine has
caused the suspected reaction.

« It may be difficult to tell the difference between something that has occurred naturally
and a suspected adverse reaction. Sometimes these events can be part of the condition
being treated rather than being caused by the vaccine.

* Many factors have to be considered when assessing whether the vaccine has caused a
reported adverse reaction. When monitoring the safety of vaccines and medicines,
MHRA staff carry out careful analysis of these factors.

For a medicine or vaccine to be considered safe, the expected benefits will be greater than
the risk of having harmful reactions. It is important to note that most people take medicines
and vaccines without having any serious side effects.

Vaccine Analysis Print — COVID-189 Pfizer/BioNTech Vaccine

Vaccine Analysis Print - COVID-19 Vaccine AstraZeneca

Vaccine Analysis Print — COVID-19 Vaccine Moderna

Waccine Analysis Print - Brand unspecified

Page 37 of 41




UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS

COVID-18 mRMNA Piizer- BloMTech vaccine analysls print

All UK sponianeous reports received bebwesn 9011 22020 and 04052022 for miBh A
PfizerBioMTech vacone analyss pont. A report of a suspected ADR to the Yelow
Card schems does not necessarily mean thal i was caused by the vaccine, only
that the reporier bas a suspicon it may have. Underhying or previously undiagnased
ilness unrelaied to vacoration can also be factors m such reports. The relative
number and natwe of reporis should therefore nol be used 1o compare the safety of
the different vaccines. All reports are kept under continual review in order to
identify possible new risks.

https://assets.publishing.service.gov.uk/government/uploads/system/
uploads/attachment data/file/1075148/COVID-19 Pfizer-
BioNTech Vaccine Analysis Print DLP 4.05.2022.pdf (1 of 117 pages)
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Blood disorders : 17097, 4 Fatal

Cardiac disorders : 13266, 155 Fatal
Congenital disorders : 107, 1

Ear disorders : 6689 , O Fatal

Endocrine disorders : 382, O Fatal

Eye disorders : 8084 0 Fatal
Gastrointestinal disorders : 42582, 19 Fatal
General disorders : 122192, 2 Fatal
Hepatic disorders : 269, 1 Fatal

10. Immune system disorders : 2520, 2 Fatal

O 0 N O U A W E

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/1075148/COVID-
19 Pfizer-BioNTech Vaccine Analysis Print DLP 4.05.2022.pdf
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11. Infections : 12462, 116 Fatal

12. Injuries : 8045, 1 Fatal

13. Investigations : 6463, 3 Fatal

14. Metabolic disorders : 2787, 2 Fatal

15. Muscle & tissue disorders : 56150, 1 Fatal
16. Neoplasms : 388 11, Fatal

17. Nervous system disorders : 81422, 91 Fatal
18. Pregnancy conditions : 733, 14 Fatal

19. null : 131, O Fatal

20. Psychiatric disorders : 10270, 3 Fatal
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21. Renal & urinary disorders : 1424, 8 Fatal

22. Reproductive & breast disorders : 31372, 1 Fatal
23. Respiratory disorders : 21919, 63 Fatal

24. Skin disorders : 34354, 2 Fatal

25. Social circumstances : 305, O Fatal

26. Surgical & medical procedures : 1214, 1 Fatal
27. Vascular disorders : 7607, 21 Fatal
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Red ear syndrome 2 0
External aar Infections and Inflammations
Chondrodermatitis nodularis chronica helicis 1 0
External ear inflammation 2 0
Hearing disordaers NEC
Auditory disorder 6 0
Diplacusis 2 0
Dysacusis 1 0
Hearing losses
Conductive deafness 1 0
Deafness 306 0
Deafness bilateral 12 0
Deafness neurosensory 27 0
Deafness transitory 10 0
Deafness unilateral 40 0
Hypoacusis 231 0
Mixed deafness 1 0
Sudden hearing loss 52 0
Hyperacusia
Hyperacusis 79
Misophonia 3
Inner ear disorders NEC
Acute vestibular syndrome 2 0
Inner ear disorder 13 0
Meniere's disease 16 0
Vestibular disorder 15 0
Inner ear Infactions and Inflammations
Autoimmune inner ear disease
Inner ear inflammation 11
Inner ear signs and symptoms
Motion sickness 70 0
Phobic postural vertigo 1 0
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Case Series Drug Analysis Print
Name: COVID-19 mRNA Pfizer- BioNTech vaccine analysis print

Report Run Date: 05-May-2022 Data Lock Date: 02-May-20:22 15:30:04
) MedDRA Version: MedDRA 25.0
Reaction Name Total Fatal |
Eye disorders Eye disorders cont'd
Visual impalment and blindness (excl cofour blindness)
Amaurosis fugax & 0
Blindness 166 0
Blindness cortical 1 0
Blindness transient 21 0
Blindness unilateral 20 0
Central vision loss 6 0
Sudden visual loss 5 0
Visual acuity reduced 30 0
Visual acuity reduced transiently 1 0
Visual impairment 472 0
Visual pathway disorders
Optic nerve disorder 1 0
Eye disorders SOC TOTAL 2084 0




Case Series Drug Analysis Print
Name: COVID-19 mRNA Pfizer- BioNTech vaccine analysis print

Repord Run Date: 05=kMay-3022 Data Lock Dale: O02-May 2027 1830004
MedDRA Verson: MedDRA 260

Total _Fatal
TRO7] 21
480234 783

170837
Fiix)




UNITED KINGDOM - COVID VACCINE ADVERSE REPORTS -
PFIZER, ASTRAZENECA, MODERNA & UNSPECIFIED VACCINE

TOTAL REACTIONS FOR DRUG

[TOTAL REPORTS
(TOTAL FATAL OUTCOME REPORTS

170337

Tl U Nl W e

TOTAL REACTIONS FOR DRUG

TOTAL REPORTS

'TOTAL REACTIONS FOR DRUG

'TOTAL REPORTS

PORTS

126834
38197

TOTAL REACTIONS FOR DRUG

'TOTAL REPORTS
TOTAL FATAL OUTCOME REPORTS

5108]
1672
44

TOTAL REACTION

https://assets.publishing.service.gov.uk/government/uploads/sys
tem/uploads/attachment data/file/1075148/COVID-19 Pfizer
BioNTech Vaccine Analysis Print DLP 4.05.2022.pdf (117
pages) UK - PFIZER

https://assets.publishing.service.gov.uk/government/uploads/sy

stem/uploads/attachment data/file/1075149/COVID-

19 AstraZeneca Vaccine Analysis Print DLP 4.05.2022.pdf

(131 pages) UK - ASTRA ZENECA

https://assets.publishing.service.gov.uk/government/uploads/sy
stem/uploads/attachment_data/file/1075147/CQOVID-

19 Moderna Vaccine Analysis Print DLP_4.05.2022.pdf (66
pages) UK - MODERNA

https://assets.publishing.service.gov.uk/government/uploads/sy
stem/uploads/attachment_data/file/1075146/COVID-

19 Brand Unspecified Vaccine Analysis Print DLP 4.05.2022.
pdf (39 pages) UK — BRAND UNSPECIFIED

1,049,060

TOTAL REPORTS

TOTAL FATAL OUTCOME REPORTS

455,295

2132
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EUROPEAN MEDICINES AGENCY

SCIEMNCI MEDICINES HE Al H

12 May 2022

COVID-19 vaccines
safety update

Comirnaty (eionTech Manufacturing GmbH)

Jcovden {praviously COVID-10 Vaccing Janssen) (Janssan-Cilasg Intarmational M)
Nuvaxovid (novavax cz, a.s.)

Spikevax (modemna Biotech Spain, 5.L.)

Vaxzewvria (astrazeneca AB)

https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccines-safety-
update-12-may-2022 en.pdf (7 pages)
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As of 28 April 2022, EudraVigilance contained the following:

Comirnaty: a total of 743,735 cases of suspected side effects
spontaneously reported from EU/EEA countries; 7,765 of these reported
a fatal outcome*> (by 24 April 2022, about 627 million doses of
Comirnaty had been given to people in the EU/EEA®)

Jcovden: a total of 48,410 cases of suspected side effects
spontaneously reported from EU/EEA countries; 311 of these reported a
fatal outcome®> (by 24 April 2022, about 19.4 million doses of COVID-
19 Vaccine Janssen had been administered to people in the EU/EEAE)

Muvaxovid: a total of 294 cases of suspected side effects spontaneously
reported from EU/EEA countries; none of these reported a fatal

outcome®* (by 24 April 2022, about 178,000 doses of Nuvaxovid had
been administered to people in the EU/EEAS)

Spikevax: a total of 206,920 cases of suspected side effects
spontaneously reported from EU/EEA countries; 1,025 of these reported

https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccines-

safety-update-12-may-2022 en.pdf (7 pages)
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https://www.ema.europa.eu/e
n/documents/covid-19-
vaccine-safety-update/covid-
19-vaccines-safety-update-12-

may-2022 en.pdf (7 pages)

a fatal outcome”® (by 24 April 2022, about 155 million doses of
Spikevax had been given to people in the EU/EEA?)

« Vaxzevria: a total of 276,697 cases of suspected side effects
spontaneously reported from EU/EEA countries; 1,529 of these rep
a fatal outcome?# (by 24 April 2022, about 69 million doses of
Vaxzevria had been given to people in the EU/EEA?).

These reports describe suspected side effects in individuals, i.e.
medical events observed following the use of a vaccine. The fac
that someone has had a medical issue or died after vaccination
not necessarily mean that this was caused by the vaccine. This |
have been caused, for example, by health problems not related
the vaccination.

Total Dose Given (All Vaccines) 627 M + 19.4M + 178,000 + 155M + 69M =

Suspected Side Effects

Fatal Outcome

743,735 + 48,410 + 294 + 206,920 + 276,697 -
1,276,056

7,765 +311+0+ 1025 + 1529 = 10,630
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draVigilance:

ndatory e-reporting essentials

munity legislation and guidance
uments

teps to e-reporting
gistration with EudraVigilance

plate for EU risk-management plans

iraVigilance (EV)

in systems components:

= EV Crganisation and User
Management

https://eudravigilance.ema.europa.eu/human/index.asp

PLEASE NOTE:

New EudraVigilance webpages now available — current EV website
to be decommissioned July 2016.

Mandatory e-reporting essentials

EudraVigilance is a data processing network and management system for reporting
and evaluating suspected adverse drug reactions (ADRs) during the development, and
following the marketing authorisation of medicinal products in the European Economic
Area (EEA). The first operating version was launched in December 2001.

EudraVigilance supports:

» The electronic exchange of suspected adverse drug reaction reports known as

Individual Case Safety Reports) between the European Medicines Agency
(EMA), National Competent Authorities (NCAs), Marketing Authorisation
Holders (MAHs), and sponsors of clinical trials in the EEA.

Early detection of possible safety signals associated with medicinal products for
human use.

» Continual monitoring and evaluation of potential safety issues in relation to

reported adverse reactions.

Decision making process, based on a broader knowledge of the adverse
reaction profile of medicinal products especially in the form of Risk
Management.

» New EudraVigilance webpages now
available - current EV website to be
decommissioned in July 2016

» Introduction of a ‘regulatory contac
point’' for marketing authorisation
holders in the EudraVigilance
registration database. Implementati
date 13 June 2016

» EudraVigilance Registration -
Introduction of new functionalities

» EV Registration User Management

» Periodic Safety Update Reports for
medicinal products in the European
Union must be submitted to the PS
Repository as of 13 June 2016.

= New way of submitting EudraVigila
Article 57 and Gateway support rel



https://eudravigilance.ema.europa.eu/human/index.asp
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Humber of Individual Cases

Nurmber of Individual Cases received over time

Murmber of Individual Cases by EEA countries MNumber of Individuzl Cases By Reaction Groups Numbser of Individual Cases for a sele

Number of individual cases by Age Group

Age Group Cases o
Mot Specified 54,011 5.7%
0-1 Month 315 0.0%
2 Months - 2 Years El6 0.1%
3-11 Years 2,755 0.4%
12-17 Years 25,310 2.7%
18-64 Years 715,144 75.9%
£5-85 Years 121,162 12.8%
More than 85 Years 23,625 2.5%%
Total 047,042 100.0%0
Number of individual cases by Sex
Sex Cases Ovin
Female 670,226 70.7%
Male 253,85 27.8%
Mot Specified 13,824 1.5%
Total 047,042 100.0%

The number of individual cases identified in EudraVigilance for TOZINAMERAN is 947,942 (up to 14/05/2022)

Mot Spacifiad - 54,011

0-1 Month 319
2 Months - 2 Years £16
3-11 Years | 3,755
12-17 vears [ 25,310

55-85 Years _ 171,162

Mare than 85 Years . 23,625
aK 100K 200K J00K 400K SO0K S00K JOOK BO0K

Mumber of individual cases

Famazle

Hele _ 631892
Mot L -
Specified I 13,82
0K 100K 200K 300K 400K SO0K 600K FOOK BO0K

Mumber of individual cases

0.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=%2Fshared%2FPHV%20DAP%2F portal%2FDAP&Action=Navigateé

22Line%20Listing%200bjects%22.%22Substance%20High%20Level%20Code%22&P3=1+42325700



https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42325700
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42325700
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42325700
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ses identified in EudraVigilance for COVID-19 MRNA VACCINE MODERNA (CX-024414) is 291,078 (up to 14/05/2022)

p

v & Coacifia 10.8

o5 o Mot Specified . 10,882

20 0.0% 0-1 Month =11}
133 0.0% 2 Months - 2 Years | 133

51 0.0% 3-11 Years 51
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a7 1o s5-25 vears [N <2 20¢
o078 100.0% More than 85 Years l 5,647

oK 40K B0K 120K 160K 200K 240K ZEOK
Mumber of individual cases

u'l:ﬂ Fa el >
053 £8.7% =male 200,053
122 30.3%
302 L.0% Ml _ —

073 100.0%

Not

Specified 2,303

Ox 40k 80K 120K 160K 200K 240K
Mumber of individual cases

p.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=%2Fshared%2FPHV%20DAP%2F port:
Vigate&P0=1&P1=eq&P2=%22Line%20Listing%200bjects%22.%22Substance%20High%20Level%2(
983312



https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+40983312
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https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+40983312
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:r of individual cases identified in EudraVigilance for COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) is 486,872 (up

ridual cases by Age Group
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https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+40995439
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+40995439
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+40995439
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of individual cases identified in EudraVigilance for COVID-19 VACCINE JANSSEN (AD26.COV2.5) is 59,224 (up to :

al cases by Age Group
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https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287887
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287887
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The number of individual cases identified in EudraVigilance for NVX-COV2373 is 431 (up to 14/05/2022)

of individual cases by Age Group

Age Group Cases . Mot Specifiad - 19

ified i9 4,405
h - 0-1 Month | O
- 2 Years o 2 Months - 2Years | O
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431 100.0%o Maore than 85 Years I 2
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of individual cases by Sex
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Female 285
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620Listing%200bjects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287687



https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287687
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287687
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287687
https://dap.ema.europa.eu/analytics/saw.dll?PortalPages&PortalPath=/shared/PHV%20DAP/_portal/DAP&Action=Navigate&P0=1&P1=eq&P2=%22Line%20Listing%20Objects%22.%22Substance%20High%20Level%20Code%22&P3=1+42287687
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